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[4110-85] 

DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Public  Health  Sarvice 

[42  CFR  Part  110] 

HEALTH  MAINTENANCE 
ORGANIZATIONS 

Proposed  Rulemaking 

AGENCY:  PubUc  Health  Service, 
HEW. 

ACTION:  Notice  of  propose  rulemak¬ 
ing. 

SUMMARY:  The  Public  Health  Ser¬ 
vice  proposes  changes  in  regulations 
setting  forth  general  provisions  re¬ 
garding  Federal  financial  assistance 
for  health  maintenance  organizations. 
The  changes  are  proposed  because, 
due  to  an  amendment  to  section 
1532(c)  of  the  Public  Health  Service 
Act,  the  Public  Health  Service  seeks  to 
provide  health  systems  agencies 
(HSAs)  and  State  health  planning  and 
development  agencies  (SHPDAs)  with 
luiiform  considerations  for  the  evalua¬ 
tion  of  the  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations. 

DATE:  Comments  received  on  or 
before  May  16, 1978,  will  be  considered 
in  the  preparation  of  the  final  regula¬ 
tions. 

ADDRESS:  Interested  persons  are  in¬ 
vited  to  submit  written  comments,  sug¬ 
gestions,  or  objections  with  respect  to 
the  proposed  regulations  to  the  Direc¬ 
tor,  Division  of  Health  Maintenance 
Organizations  Development,  Office  of 
the  Assistant  Secretary  for  Health, 
Parklawn  Building,  Room  12-05,  5600 
Fishers  Lane,  Rockville,  Md.  20857. 
The  comments  will  be  available  for 
public  inspection  at  the  above  address 
between  the  hours  of  8:30  a.m.  and  5 
p.m..  Monday  through  Friday. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Frank  H.  Seubold,  Ph.  D.,  Director, 
Division  of  Health  Maintenance  or¬ 
ganizations  Development,  5600  Fish¬ 
ers  Lane,  Parklawn  Building,  Room 
12-05,  Rockville,  Md.  20857,  301-443- 
4106. 

SUPPLEMENTARY  INFORMATION: 
It  is  proposed  that  amendments  be 
made  in  the  program  requirements  set 
forth  in  subpart  B  of  interim  regula¬ 
tions  published  on  June  8,  1977,  in  the 
Federal  Register  (42  FR  29400, 
29407-09).  Section  117(a)  of  Pub.  L. 
94-460,  the  Health  Maintenance  Orga¬ 
nization  Amendments  of  1976,  ap¬ 
proved  on  October  8,  1976,  amended 
section  1532(c)  of  the  Public  Health 
Service  Act  to  require  that  certain  of 


the  criteria  established  by  any  HSA  or 
SHPDA  for  their  health  planning  ac¬ 
tivities  imder  title  XV  of  the  Public 
Health  Service  Act  be  consistent  with 
the  standards  and  procedures  estab¬ 
lished  by  the  Secretary  under  section 
1306(c)  of  the  Public  Health  Service 
Act.  Specifically,  section  1532(c)(8)  of 
the  Public  Health  Service  Act  requires 
HSAs  and  SHPDAs,  in  developing 
their  review  criteria  for  their  health 
planning  activities  imder  title  XV,  to 
consider  the  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations  for  which  assistance  may  be 
provided  under  title  XIII  of  the  Public 
Health  Service  Act.  The  proposed 
changes  to  the  standards  and  proce¬ 
dures  required  by  section  1306(c)  of 
the  Act  are  set  forth  below,  and  are  in¬ 
tended  to  provide  the  reviewing  agen¬ 
cies  with  uniform  review  and  comment 
considerations  that  will  assist  in  their 
evaluation  of  the  special  needs  and  cir¬ 
cumstances  in  considering  applications 
for  financial  assistance  to  develop  or 
expand  qualified  health  maintenance 
organizations.  In  addition,  because  of 
the  amendment  made  by  section 
117(a)  of  Pub.  L.  94-460,  these  pro¬ 
posed  changes  to  the  sUmdards  and 
procedures  required  by  section  1306(c) 
of  the  Act  will  also  have  implications 
for  HSAs  and  SHPDAs  in  developing 
their  review  criteria  for  their  health 
planning  activities  under  title  XV.  In 
this  regard,  attention  is  called  to  a 
Notice  of  Proposed  Rulemaking  issued 
by  the  Assistant  Secretary  for  Health 
in  this  issue  of  the  Federal  Register 
(43  FR  — ),  which  proposes  to  change 
42CFR  part  122,  subpart  D  and  42 
CFR  part  123,  subpart  E  by  in  part 
setting  forth  criteria  and  procedures 
for  certificate  of  need  review  of  health 
maintenance  organizations  which  are 
consistent  with  the  changes  to  the 
standards  and  procedures  proposed 
herein. 

Section  110.204  of  this  subpart  is  ac¬ 
cordingly  proosed  to  be  revised  as  de¬ 
scribe  below.  In  commenting  on  ap¬ 
plications  for  assistance  under  title 
XIII,  the  appropriate  reviewing  agen¬ 
cies  are  to  judge  proposed  HMO  ser¬ 
vices  on  the  basis  of  the  needs  of  en¬ 
rolled  members  and  reasonably  antici¬ 
pated  new  members  of  the  HMO  and 
not  on  the  need  for  the  services  in 
general  if  proposed  by  non-HMO  pro¬ 
viders.  In  addition,  the  regulations 
provide  that  a  reviewing  agency 
should  not  recommend  against  approv¬ 
al  of  an  application  for  financial  assis¬ 
tance  for  planning  or  initial  develop¬ 
ment  or  initial  operating  costs,  if  the 
application  is  consistent  with  the  basic 
objectives,  time  schedules,  and  plan  of 
an  earlier  application  which  the 
agency  previously  approved  or  recom¬ 
mended  for  approval.  While  the  con¬ 
siderations  on  which  the  planning 
agencies  may  base  their  reviews  and 
comments  are  set  forth  in  §  110.204(a). 


S  110.204(c)  provides  that  the  agencies 
may  use  additional  considerations  if 
consistent  with  the  purposes  of  title 
XIII  of  the  Act,  and  approved  by  the 
Secretary.  Planning  agencies  which 
anticipate  that  they  will  request  ap¬ 
proval  of  the  use  of  additional  consid¬ 
erations  are  requested  to  so  advise  the 
Department  during  the  public  com¬ 
ment  period  on  these  proposed  regula¬ 
tions. 

In  addition  to  the  amendments  pro¬ 
posed  for  §  110.204,  it  is  also  proposed 
that  subpart  B  be  clarified  in  a 
number  of  respects.  Attention  is  called 
in  particular  to  proposed  §  110.203(e). 
which  would  make  clear  that  assur¬ 
ances  given  by  the  applicant  for  finan¬ 
cial  assistance  are  binding  on  succes¬ 
sors,  assignees,  and  transferees  of  the 
applicant,  as  well  as  the  applicant;  to 
§  110.207(e),  which  refers  to  the  obliga¬ 
tions  under  section  504  of  the  rehabili¬ 
tation  Act  of  1973,  as  amended,  of  a  re¬ 
cipient  of  financial  assistance;  to 
§  110.213(c),  which  would  make  clear 
the  accountability  of  a  grantee  to  the 
Secretary  if  it  fails  to  become  or 
remain  a  qualified  health  maintenance 
organization;  to  §  110.203(e)(6)  which 
would  require  a  nonprofit  applicant  to 
provide  an  assurance  that  it  will 
become  a  nonprofit  health  mainte¬ 
nance  organization  and  will  maintain 
its  nonprofit  status  unless  for  good 
cause  the  Secretary  releases  the  appli¬ 
cant  from  this  assurance;  and  to 
§  110.215  which  would  require  repay¬ 
ment  of  all  grant  funds  if  an  entity 
elected  to  become  a  private  for-profit 
entity  after  receiving  grant  assistance 
under  section  1304  of  the  Act  unless 
for  good  cause  shown  the  Secretary 
determines  that  such  repayment 
would  not  be  in  the  interests  of  the 
United  States. 

The  Assistant  Secretary  for  Health 
of  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  with  the  approval 
of  the  Secretary,  hereby  proposes  to 
amend  subpart  B  of  42  CFR  part  110. 

Note.— The  Department  of  Health,  Educa¬ 
tion.  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

Dated:  December  1, 1977. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  March  3. 1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 

•  Subpart  B— Fadarol  Financial  Astittanca: 

Ganaral 

See. 

110.201  AppllcabUity. 

110.202  Definitions. 

110.203  Applications  requirements. 

110.204  Health  systems  agency  or  State 
health  planidng  and  development 
agency  review  and  comments. 
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110.205  Records,  reports,  inspection,  audit. 

110.206  Additional  conditions. 

110.207  Nondiscrimination. 

110.208  Inventions  or  discoveries. 

110.209  Publications,  copyright,  and  data. 

110.210  Confidentiality. 

1 10.21 1  AppUcabUity  of  45  CFR  Part  74. 

110.212  Use  of  funds. 

110.213  Grantee  accountability. 

110.214  Continued  support. 

110.215  Effect  of  change  from  non-profit 
status. 

Authoritt.— Sec.  215,  58  Stat.  690  (42 
n.S.C.  216);  secs.  1301-1316,  as  amended,  90 
SUt.  1945-1960  (42  U.S.C.  300e-300e-15). 

Subpart  B— Fadaral  Financial 
Asaitlanca:  Ganaral 

§  110.201  Applicability. 

The  regulations  of  this  subpart 
apply  to  the  award  of  grants,  loans, 
and  loan  guarantees  to  public  or  non¬ 
profit  private  entities  or  private  enti¬ 
ties  (other  than  nonprofit  private  enti¬ 
ties)  for  projects  as  authorized  by  sec¬ 
tions  1303, 1304,  and  1305  of  the  Act. 

§  110.202  Definitions. 

(a)  “Nonprofit”  as  applied  to  a  pri¬ 
vate  entity,  agency,  institution,  or  or¬ 
ganization  means  a  private  entity, 
agency,  institution,  or  organization,  no 
part  of  the  net  earnings  of  which 
inures,  or  may  lawfully  inure,  to  the 
benefits  of  any  private  shareholder  or 
individual. 

(b)  The  term  “health  system 

agency”  means  an  entity  which  has 
been  designated  in  accordance  with 
section  1515  of  the  Public  Health  Ser¬ 
vice  Act;  and  the  term  “State  health 
planning  and  development  agency” 
means  an  agency  which  has  been  des¬ 
ignated  in  accordance  with  section 
1521  of  the  Act.  ^ 

(c)  “Significant  expansion”  means 

(Da  planned  increase  in  membership 
to  be  effected  at  a  rate  which  exceecis 
the  average  growth  rate  (see 
§§  110.303(g),  110.403(h),  and 

110.404(f))  of  the  health  maintenance 
organization  and  which  will  require  an 
increase  in  the  number  of  health  pro¬ 
fessionals  serving  members  of  the 
health  maintenance  organization  or  an 
expansion  of  the  physical  capacity  of 
the  total  health  facilities;  or  (2)  a 
planned  expansion  of  the  service  area 
beyond  the  current  service  area  which 
would  be  made  possible  by  the  addi¬ 
tion  of  health  service  delivery  facilities 
and  health  professionals  to  serve 
members  at  a  new  site  or  sites  in  areas 
previously  without  such  service  sites. 
Only  organizations  which  have  been 
found  by  the  Secretary  to  be  qualified 
health  maintenance  organizations  are 
eligible  to  apply  for  assistance  for  ex¬ 
pansion  under  sections  1303  and  1304 
of  the  Act. 


§  110.203  Application  requirements. 

(a)  An  application  for  a  grant,  loan, 
or  loan  guarantee  shall  be  submitted 
as  prescribed  by  the  Secretary.  * 

(b)  The  application  shall  contain  a 
budget  and  a  narrative  describing  the 
manner  in  which  the  applicant  intend 
to  conduct  the  project  and  carry  out 
the  requirements  of  these  regulations. 
The  application  must  describe  the  pro¬ 
ject  in  sufficient  detail  to  identify 
clearly  the  need  for  and  nature,  specif¬ 
ic  objectives,  plan  and  methods  of  the 
projMt. 

(c)  The  application  must  be  executed 
by  an  individual  authorized  to  act  for 
the  applicant  and  to  assiune  in  behalf 
of  the  applicant  the  obligations 
imosed  by  the  statute,  the  regulations 
of  this  subpart,  and  any  additional 
conditions  of  the  award. 

(d)  Applicants  must  submit  an  audit¬ 
ed  full  financial  statement  unless 
exempted  by  the  Secretary.  An  appli¬ 
cant  whose  financial  statement  shows 
unobligated  cash  assets  which  presiun- 
ably  could  be  used  to  conduct  all  or 
part  of  the  project  or  undertaking  for 
which  application  is  made  must  also 
submit  a  detailed  statement  satisfac¬ 
tory  to  the  Secretary  stating  why  the 
imobligated  cash  assets  of  the  appli¬ 
cant  (other  than  those  to  be  used  to 
meet  the  applicant's  contribution  re¬ 
quirements)  are  not  available  or  are 
inadequate  for  the  planned  project. 
An  applicant  for  a  loan  or  loan  guar¬ 
antee  shall  also  submit  a  written  ver¬ 
ification  from  at  least  two  public  or 
two  private  lending  agencies  or  institu¬ 
tions  demonstrating  that,  after  a 
formal  request, 

(1)  Funds  have  been  denied  in  the 
amount  requested  in  the  application, 
or 

(2)  Funds  in  the  amount  requested 
in  the  application  are  available  only  at 
an  interest  rate  in  excess  of  those  cur¬ 
rently  in  effect  for  the  loan  and  loan 
guarantee  program  on  the  date  of  the 
application.  On  the  basis  of  the  infor¬ 
mation  submitted,  the  Secretary  will 
determine  whether  or  not  the  appli¬ 
cant  would  not  be  able  to  complete  the 
project  or  imdertaking  for  which  the 
application  is  submitted  without  the 
assistance  applied  for. 

(e)  Each  application  must  contain 
the  following  assurances,  as  appropri¬ 
ate,  which  assurances  are  binding  on 
successors,  assignees,  and  transferees 
of  the  applicant,  as  well  as  the  appli¬ 
cant: 

(1)  In  the  case  of  an  application  for 
assistance  under  section  1303  of  the 
Act,  if  the  survey  or  other  activity  sup¬ 
ported  demonstrates  that  the  develop- 


'  Application  forms  and  instructions  may 
be  obtained  by  writing  the  Regional  Health 
Administrator  in  the  appropriate  Regional 
Office  of  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  at  the  addresses  set  forth 
at  45  C:FR  5.31(b). 


ment  and  open:  cion  or  the  expansion 
of  the  operation  of  a  health  mainte¬ 
nance  organization  is  feasible,  the  ap¬ 
plicant  will  be,  or  will  form,  or  expand 
the  operation  of,  as  appropriate,  a 
health  maintenance  organization; 

(2)  In  the  case  of  an  application  for 
assistance  under  section  1304  of  the 
Act,  the  applicant  will  develop  and  op¬ 
erate  or  expand  the  operation  of,  as 
the  case  may  be,  a  health  maintenance 
organization; 

(3)  When  operational  as  a  health 
maintenance  organization,  the  appli¬ 
cant  will  (i)  provide  basic  and  supple¬ 
mental  health  services  to  its  members, 
(ii)  provide  such  services  in  the 
manner  prescribed  by  section  1301(b) 
of  the  Act  and  by  the  regulations  of 
this  part,  and  (ill)  be  organized  and  op¬ 
erate  in  the  manner  prescribed  by 
section  1301(c)  of  the  Act  and  by  the 
regulations  of  this  part; 

(4)  When  operational  as  a  health 
maintenance  organization,  the  appli¬ 
cant  will  enroll,  and  maintain  an  en¬ 
rollment  of,  the  maximum  number  of 
members  that  its  available  and  poten¬ 
tial  resources  will  enable  it  to  serve  ef¬ 
fectively.  Maximum  number  of  mem¬ 
bers  is  defined  as  the  actual  or  project¬ 
ed  enrollment  which  the  health  main¬ 
tenance  organization  can  serve,  consid¬ 
ering  the  availability  of  the  required 
health  manpower  in  the  area  to  be 
served  by  the  organization  and  the  ca¬ 
pacity  of  the  facilities  of  the  organiza¬ 
tion; 

(5)  A  statement  of  intent  (including 
a  demonstration  of  the  applicant’s 
ability)  to  meet  the  requirements  of 
paragraphs  (1)  and  (2)  of  section 
1301(b)  of  the  Act  and  the  applicable 
regulations  of  this  part  respecting  the 
fixing  of  basic  health  services  pay¬ 
ments  and  such  suppl^ental  health 
services  that  the  member  has  contract¬ 
ed  for  on  a  prepayment  basis  under  a 
community  rating  system;  and 

(6)  In  the  case  of  an  application  for 
assistance  imder  sections  1304  or  1305 
of  the  Act  filed  by  a  nonprofit  entity, 
the  applicant  will  become  a  nonprofit 
health  maintenance  organization  and 
will  maintain  its  nonprofit  status 
unless  for  good  cause  shown  the  Secre¬ 
tary  releases  the  applicant  from  this 
assurance. 

(f)  Each  application  which  evi¬ 
dences,  or  projects  an  enrollment  of  at 
least  66  percent  from  a  nonmetropoli¬ 
tan  area  shall  identify  the  area  in 
which  such  population  resides  and  in¬ 
dicate  the  percent  of  anticipated  en¬ 
rollment  to  be  drawn  from  such  area. 

(g)  Each  application  which  evi¬ 
dences,  or  projects  an  enrollment  of  at 
least  30  percent  of  its  members  from  a 
medicaUy  underserved  population 
when  the  health  maintenance  organi¬ 
zation  first  receives  financial  assis¬ 
tance  or  becomes  operational  shall 
identify  the  area  in  which  such  popu¬ 
lation  resides,  the  total  population  of 
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that  area,  and  the  percent  of  antici¬ 
pated  enrollment  to  be  drawn  from 
that  area.  Medically  underserved  areas 
will  be  designated  by  the  Secretary, 
taking  into  consideration  the  following 
factors,  among  others  * 

(1)  Available  health  resources  in  re¬ 
lation  to  size  of  the  area  and  its  popu¬ 
lation.  including  appropriate  ratios  of 
primary  care  physicians  (both  doctors 
of  medicine  and  doctors  of  osteopathy) 
in  general  or  family  practice,  internal 
medicine,  pediatrics,  obstetrics  and  gy¬ 
necology,  or  general  surgery,  to  popu¬ 
lation; 

(2)  Health  indices  for  the  population 
of  the  area,  such  as  infant  mortality 
rate; 

(3)  Economic  factors  affecting  the 
population’s  access  to  health  services, 
such  as  percentage  of  the  poptilation 
with  incomes  below  the  poverty  level; 
and 

(4)  Demographic  factors  affecting 
the  population’s  need/demand  for 
health  services,  such  as  percentage  of 
the  population  age  65  or  over. 

The  designation  of  such  areas  may  be 
made  by  the  Secretary  only  after  con¬ 
sideration  of  the  comments,  if  any,  of 
the  appropriate  health  systems  agency 
or  State  health  planning  and  develop¬ 
ment  agency  whose  plan  covers  (in 
whole  or  in  part)  the  area  in  which 
such  population  group  resides. 

(h)  Each  application  must  show  that 
each  health  systems  agency  whose 
plan  covers  (in  whole  or  in  part)  the 
area  to  be  served  by  the  health  main¬ 
tenance  organization  for  which  such 
application  is  submitted  (or  if  there  is 
no  such  agency,  the  State  health  plan¬ 
ning  and  development  agency  whose 
State  health  plan  covers,  in  whole  or 
in  part,  such  area)  has  been  sent  a 
copy  of  the  application  conciurent 
with  its  submission  to  the  appropriate 
Regional  Office  of  the  Department  of 
Health,  Education,  and  Welfare.  The 
agency  shall  be  given  an  opportunity 
to  review  and  comment  on  the  applica¬ 
tion  in  accordance  with  §  110.204. 

(i)  If  imder  applicable  State  law,  the 
application  may  not  be  submitted 
without  the  approval  of  the  health 
systems  agency,  or  State  health  plan¬ 
ning  and  development  agency,  the  ap¬ 
plicant  shall  obtain  such  approval 
which  must  be  included  as  a  part  of 
the  application. 

(J)  The  application  shall  provide 
written  information  describing  the  ap¬ 
plicant’s  development  and  operation  of 
any  prior  projects  which  were  support¬ 
ed  by  funds  of  by  loans  or  loan  guar¬ 
antees  under  Title  XIII  of  the  Act.  Ap¬ 
plicants  must  also  describe  projects  for 

*A  list  of  medically  underserved  areas  al¬ 
ready  designated  may  be  obtained  by  writ¬ 
ing  the  Regional  Health  Administrator  in 
the  appropriate  Regional  Office  of  the  De¬ 
partment  of  Health,  Education,  and  Welfare 
at  the  addresses  set  forth  at  45  C^FR  5.31(b). 


the  planning  or  (^ration  of  health 
service  delivery  programs  supported 
under  any  other  titles  of  the  Public 
Health  Service  Act,  or  for  which  appli¬ 
cations  under  the  Act  are  currently 
under  consideration. 

(k)  Applicants  for  more  than  one 
grant,  loan,  or  loan  guarantee  tmder 
’Title  XIII  of  the  Act,  simultaneously 
or  over  the  course  of  time,  shall  not  be 
required  to  duplicate  information,  but 
shall  update  such  information  with 
each  subsequent  application. 

§  110.204  Health  Systems  Agency  or  State 
Health  Planning  and  Development 
Agency  Review  and  Comments. 

(a)  Time,  manner,  and  consider¬ 
ations  for  review  and  comment  The 
appropriate  health  systems  agency  or 
State  health  planning  and  develop¬ 
ment  agency,  should,  within  60  days 
after  receiving  an  application  for  h- 
nancial  assistance  under  this  part,  pro¬ 
vide  to  the  Secretary,  through  the  ap¬ 
propriate  Department  of  Health,  Edu¬ 
cation.  and  Welfare  Regional  Office, 
comments  and  recommendations  re¬ 
garding  the  application.  Except  as  pro¬ 
vided  in  paragraph  (c)  of  this  section, 
the  review  and  comment  shall  be 
based  solely  on  the  following  consider¬ 
ations: 

(l)  ’The  needs  of  enrolled  members 
and  reasonably  anticipated  new  mem¬ 
bers  of  the  health  maintenance  orga¬ 
nization  or  proposed  health  mainte¬ 
nance  organization  applying  for  assis¬ 
tance  for  the  health  services  proposed 
to  be  provided  by  such  organization. 

(2)  ’The  availability  of  the  proposed 
health  services  from  non-health  main¬ 
tenance  organization  providers  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  health 
maintenance  organization  or  proposed 
health  maintenance  organization  ap- 
plsdng  for  assistance.  In  assessing  the 
availability  of  such  health  services 
from  nonhealth  maintenance  organi¬ 
zation  providers  the  agency  shall  con¬ 
sider  only  whether  the  services  from 
such  providers: 

(i)  Would  be  available  under  a  con¬ 
tract  of  at  least  five  years  duration 
with  a  non-health  maintenance  orga¬ 
nization  provider: 

(ii)  Would  be  available  and  conve¬ 
niently  accessible  through  physicians 
and  other  health  professionals  associ¬ 
ated  with  the  health  maintenance  or¬ 
ganization  or  proposed  health  mainte¬ 
nance  organization  (for  example; 
Whether  physicians  associated  with 
the  health  maintenance  organization 
have  or  will  have  full  staff  privileges 
at  a  non-health  maintenance  organiza¬ 
tion  hospital); 

(iii)  Would  cost  no  more  than  if  the 
services  were  provided  by  the  health 
maintenance  orgnization  or  proposed 
health  maintenance  organization;  and 

(iv)  Would  be  available  in  a  manner 
which  Is  administratively  feasible  to 


the  health  maintenance  organization 
or  proposed  health  maintenance  orga¬ 
nization. 

(b)  Inappropriate  considerations  for 
review  arid  comment  (1)  The  health 
systems  agency  or  State  health  plan¬ 
ning  and  development  agency  should 
not  recommend  against  approval  of  an 
application  solely  because  there  is  a 
health  maintenance  organization  of 
the  same  type,  as  specified  in  section 
1310(b)  of  the  Act,  in  the  same  area,  or 
solely  becuase  the  services  being  re¬ 
viewed  are  not  discussed  in  the  appli¬ 
cable  health  systems  plan,  annual  im¬ 
plementation  plan.  State  health  plan, 
or  State  medical  facilities  plan. 

(2)  The  health  systems  agency  or 
State  health  planning  and  develop¬ 
ment  agency  should  not  recommend 
against  approval  of  an  application  for 
financial  assistance  for  planning  or 
initial  development  or  initial  operating 
costs  imder  subparts  D  and  E  of  this 
part,  which  is  consistent  with  the  basic 
objectives,  time  schedules,  and  plans 
of  an  application  which  it  previously 
approved  or  recommended  for  approv¬ 
al. 

(c)  Additional  considerations  for 
review  and  comment  A  health  sys¬ 
tems  agency  or  State  health  planning 
and  development  agency  may  propose 
to  the  Secretary  that  it  be  permitted 
to  base  its  reviews  and  comments  on 
additional  considerations  not  set  forth 
in  paragraph  (a)  of  this  section.  Any 
agency  making  such  a  request  for  per¬ 
mission  to  use  additional  consider¬ 
ations  shall  do  so  in  writing  and  speci¬ 
fy  the  reasons  for  the  proposal.  The 
Secretary  will  approve  the  request  if 
he  finds  the  additional  considerations 
to  be  consistent  with  the  purpose  of 
'Title  XIII  of  the  Act.  Unless  the  Sec¬ 
retary  has  approved  the  use  of  the  ad¬ 
ditional  considerations,  the  agency 
shall  base  its  reviews  and  comments 
solely  on  the  considerations  set  forth 
in  paragraph  (a)  of  this  section. 

§  110.205  Records,  reports,  inspection,  and 
audit 

(a)  Each  grant,  loan,  or  loan  guaran¬ 
tee  awarded  pursuant  to  this  part 
shall  be  subject  to  the  condition  that 
the  recipient  shall  maintain  records 
which  disclose  the  amount  and  disposi¬ 
tion  of  the  proceeds  of  the  grant,  or 
loan  (directly  made  or  guaranteed), 
the  total  cost  of  the  undertaking  in 
connection  with  which  such  assistance 
was  given  or  used,  the  amount  of  that 
portion  of  the  cost  of  the  undertaking 
supplied  by  other  sources,  and  such 
other  records  as  will  facilitate  an  ef¬ 
fective  audit. 

(b)  The  Secretary  and  the  Comptrol¬ 
ler  General  of  the  United  States,  or 
any  of  their  duly  authorized  represen¬ 
tatives.  shall  have  access  for  the  pur¬ 
pose  of  audit,  examination  or  evalua¬ 
tion  to  any  books,  documents,  papers, 
and  records  of  the  recipients  of  a 
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grant,  loan  or  loan  guarantee  under 
Title  XIII  of  the  Act  which  relate  to 
such  assistance. 

(c)  A  report  shall  be  submitted  to 
the  Secretary  by  the  recipient  of  a 
grant  loan,  or  loan  guarantee  under 
Title  XIII  of  the  Act  not  later  than  60 
days  after  the  termination  date  of 
each  project,  describing  existing  and 
anticipated  plans,  developments  and 
operations  in  accordance  with  infor¬ 
mation  required  under  section 
1306(bK3)  of  the  Act. 

(d)  Such  other  reports  shall  be  sub¬ 
mitted  as  the  Secretary  may  require  to 
meet  the  provisions  of  the  Act  and 
these  regulations. 

§  110.206  Additional  conditions. 

The  Secretary  may,  with  respect  to 
the  approval  of  any  grant,  contract, 
loan,  or  loan  guarantee,  impose  addi¬ 
tional  conditions  prior  to  or  at  the 
time  of  any  approval  when,  in  his 
Judgment,  such  conditions  are  neces¬ 
sary  to  assure  or  protect  the  advance¬ 
ment  of  the  approved  project,  the  in¬ 
terests  of  public  health,  or  the  conser¬ 
vation  of  project  fimds. 

§  110.207  Nondiscrimination. 

(a)  Attention  is  called  to  the  require¬ 
ments  of  Title  VI  of  the  Civil  Rights 
Act  of  1964  (78  Stat.  252,  42  U.S.C. 
2000d  et  seq.)  and  in  particular  section 
601  of  such  Act  which  provides  that  no 
person  in  the  United  States  shall  on 
the  grounds  of  race,  color,  or  national 
origin  be  excluded  from  participation 
in,  be  denied  the  benefits  of,  or  be  sub¬ 
jected  to  discrimination  under  any 
program  or  activity  receiving  Federal 
financial  assistance.  A  regulation  im¬ 
plementing  such  title  VI,  which  ap¬ 
plied  to  all  financial  assistance  under 
this  part,  has  been  issued  by  the  Sec¬ 
retary  of  Health.  Education,  and  Wel¬ 
fare  with  the  approval  of  the  Presi¬ 
dent  (45  CFR  Part  80).  In  addition  no 
person  shall,  on  the  grounds  of  sex.  or 
creed  (unless  otherwise  medically  indi¬ 
cated)  be  excluded  from  participation 
in,  be  denied  the  benefits  of,  or  be  sub¬ 
jected  to  discrimination  under  any 
program  or  activity  receiving  Federal 
financial  assistance.  Nor  shall  any 
person  be  denied  employment  in  or  by 
such  program  or  activity  so  receiving 
Federal  financial  assistance  on  the 
groimds  of  age,  sex,  creed,  or  marital 
status. 

(b)  Attention  Is  called  to  the  require¬ 
ments  of  the  Rehabilitation  Act  of 
1973,  Pub.  L.  93-112,  as  amended,  (29 
U.S.C.  794),  with  particular  regard  to 
section  504  and  the  regulations  Issued 
by  the  Secretary  at  45  CFR  Part  84. 

§  110.208  Inventions  or  discoveries. 

An  award  under  this  part  is  subject 
to  the  regulations  of  the  Department 
of  Health.  Education,  and  Welfare  as 
set  forth  in  45  CFR  Parts  6,  “Inven¬ 
tions  and  Patents  (General)”  and  8, 


“Inventions  Resulting  from  Research 
Grants.  Fellowship  Awards,  and  Con¬ 
tracts  for  Research.”  Such  regulations 
shall  apply  to  any  activity  for  which 
funds  are  in  fact  used  whether  within 
the  scope  of  the  project  as  approved  or 
otherwise.  Appropriate  measures  shall 
be  taken  by  the  award  recipient  and 
by  the  Secretary  to  assure  that  no 
contracts,  assignments  or  other  ar¬ 
rangements  inconsistent  with  the 
award  obligations  are  continued  or  en¬ 
tered  into  and  that  all  personnel  in¬ 
volved  in  the  supported  activity  are 
aware  of  and  comply  with  such  obliga¬ 
tions.  Laboratory  notes,  related  tech¬ 
nical  data,  and  information  pertaining 
to  inventions  and  discoveries  shall  be 
maintained  for  such  periods,  and  filed 
with  or  otherwise  made  available  to 
the  Secretary  or  those  he  may  desig¬ 
nate  at  such  times  and  in  such  manner 
as  he  may  determine  necessary  to 
carry  out  such  Department  regula¬ 
tions. 

;  §  110.209  Publications,  copyright,  and 
data. 

(aKl)  Except  as  may  otherwise  be 
i  provided  under  the  terms  and  condi¬ 
tions  of  the  award,  the  applicant  may 
'  copyright  without  prior  approval  any 
data  developed  or  resulting  from  a 
;  project  supported  under  this  part,  sub- 
I  Ject,  however,  to  a  royalty-free,  non- 
'  exclusive,  and  irrevocable  license  or 
I  right  in  the  Government  to  reproduce, 
,  translate,  publish,  use,  disseminate. 
,  and  dispose  of  such  materials  and  to 
I  authorize  others  to  do  so. 
i  (2)  The  government  may  use,  dupli- 
I  cate,  or  disclose  in  any  manner  and  for 
'  any  purpose  whatsoever,  and  have  or 
permit  others  to  do  so,  all  data  devel- 
I  oped  during  the  term  of  Federal  finan- 
I  cial  assistance. 

(3)  Whenever  any  data  is  to  be  ob- 
,  tained  from  a  contractor  or  subcon- 
I  tractor  under  the  assisted  projects,  the 
applicant  shall  include  this  section 
j  (§  110.209)  in  the  contract  or  subcon¬ 
tract  without  alteration,  making  it  ap¬ 
plicable  to  the  subject  matter  of  the 
contract  or  subcontract,  and  no  other 
clause  shall  be  used  to  diminish  the 
government’s  right  in  that  contrac¬ 
tor’s  or  subcontractor’s  data. 

I  (b)  As  used  in  this  section,  the  term 
I  “data”  means  writings,  films,  sound  re- 
,  cordings,  pictorial  reproductions, 
drawings,  designs  or  other  graphic  rep¬ 
resentations.  procedural  manuals, 
,  forms,  diagrams,  work-flow  charts, 
equipment  descriptions,  data  files  and 
I  data  processing  or  computer  programs, 
and  works  of  any  similar  nature 
(whether  or  not  copyrighted  or  copyr¬ 
ightable)  which  are  developed  during 
the  term  of  Federal  financial  assis¬ 
tance. 

§  1 1*0.210  Confidentiality. 

Each  award  is  subject  to  the  condi¬ 
tion  that  all  information  obtained  by 


the  personnel  of  the  project  from  par¬ 
ticipants  in  the  project  related  to  their 
examination,  care,  and  treatment  shall 
be  held  confidential,  and  shall  not  be 
divulged  without  the  individual’s  in¬ 
formed  consent  except  as  may  be  re¬ 
quired  by  law  or  as  may  be  necessary 
to  provide  service  to  the  individual  or 
to  the  Secretary  as  part  of  his  duties 
vmder  the  Act.  Information  may  be 
disclosed  in  summary,  statistical,  or 
other  form  which  does  not  identify 
particular  individuals. 

§  110.211  Applicability  of  45  CFR  Part  74. 

The  provisions  of  45  CFR  Part  74, 
establishing  uniform  administrative 
requirements  and  cost  principles,  shall 
apply  to  all  grants  under  this  part  to 
State  and  local  governments  as  those 
terms  are  defined  in  Subpart  A  of  that 
Part  74.  The  relevant  provisions  of  the 
following  subparts  of  Part  74  shall 
also  apply  to  all  other  grantee  organi¬ 
zations  under  this  part: 

Subpart: 

A— General. 

B— Cash  Depositories. 

C— Bonding  and  Insurance. 

D— Retention  and  Custodial  Require¬ 
ments  for  Records. 

F— Grant-related  Income. 

G— Matching  and  Cost  Sharing. 

K— Grant  Payment  Requirements. 

L— Budget  Revision  Procedures. 

M— Grant  Closeout,  Suspension,  and  Ter¬ 
mination. 

O— Property. 

Q— Cost  Principles. 

§  110.212  Use  of  funds. 

Any  grants,  loans,  and  loan  guaran¬ 
tees  awarded  pursuant  to  this  Part  as 
well  as  other  Federal  funds  to  be  used 
in  the  performance  of  the  approved 
project  shall  be  expended  solely  for 
carrying  out  the  approved  project  in 
accordance  with  the  statute,  the  regu¬ 
lations  of  this  part,  and  the  terms  and 
conditions  of  the  award  or  assistance. 

§  110.213  Grantee  accountability. 

(a)  All  payments  made  by  the  Secre¬ 
tary  imder  grants  awarded  pursuant  to 
sections  1303  and  1304  of  the  Act  shall 
be  recorded  by  the  grantee  in  account¬ 
ing  records  separate  from  the  records 
of  all  other  grant  fimds,  including 
fimds  derived  from  other  grant 
awards.  With  respect  to  each  approved 
project  the  grantee  shall  account  for 
the  sum  total  of  all  amoimts  paid  by 
presenting  or  otherwise  making  avail¬ 
able  evidence  satisfactory  to  the  Secre¬ 
tary  of  expenditures  for  direct  and  in¬ 
direct  costs  meeting  the  requirements 
of  this  part:  Provided,  hotoever.  That 
when  the  amoimt  awarded  for  indirect 
cost  was  based  on  a  predetermined, 
fixed-percentage  of  estimated  direct 
costs,  the  amoimt  allowed  for  indirect 
costs  shall  be  computed  on  the  basis  of 
such  predetermined  fixed-percentage 
rates  applied  to  the  total,  or  a  selected 
element  thereof,  of  the  reimbursable 
direct  costs  incurred. 
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(bKl)  A  grantee  shall  render,  with 
respect  to  each  approved  project,  a 
full  account,  as  pro^dded  herein,  as  of 
date  of  the  termination  of  grant  sup¬ 
port.  The  Secretary  may  require  other 
special  and  periodic  accoxinting. 

(2)  There  shall  be  payable  to  the 
Federal  Government  as  final  settle¬ 
ment  with  respect  to  each  approved 
project  the  total  siun  of; 

(i)  Any  amount  not  accounted  for 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion; 

(ii)  Any  other  amounts  due  pursuant 
to  Subparts  F,  M,  and  O  of  45  CPU 
Part  74. 

Such  total  sum  shall  constitute  a  debt 
owed  by  the  grantee  to  the  Federal 
Government  and  shall  be  recovered 
from  the  grantee  or  its  successors  or 
assignees  by  setoff  or  other  action  as 
provided  by  law. 

(c)  If  the  grantee  fails  to  become  a 
qualified  health  maintenance  organi¬ 
zation  in  accordance  with  Subpart  F  of 
this  Part,  or  fails  to  remain  a  qualified 
health  maintenance  organization,  the 
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grantee  shall  be  accountable  to  the 
Secretary  for  all  unexpended  grant 
funds  and  for  the  then  value  of  all 
items  of  real  or  nonexpendable  per¬ 
sonal  property  purchased  with  grant 
funds,  in  addition  to  all  amounts  not 
accoimted  for  pursuant  to  paragraphs 
(a)  and  (b)  of  this  section.  Such  total 
sum  shall  constitute  a  debt  owed  by 
the  grantee  to  the  Federal  Govern¬ 
ment  and  shall  be  recovered  from  the 
grantee  or  its  successors  or  assignees 
by  setoff  or  other  action  as  provided 
by  law. 

§  110.214  Continued  support. 

Neither  the  approval  of  any  project 
nor  any  award  of  financial  assistance 
shall  commit  or  obligate  the  United 
States  to  make  any  additional,  supple¬ 
mental,  continuation,  or  other  award 
with  respect  to  any  approved  project 
or  portion  thereof.  For  continuation 
support,  applicants  must  make  sepa¬ 
rate  applications  at  such  times  and  in 
such  manner  as  the  Secretary  may 
direct. 


§  110.215  Elffect  of  change  from  non-profit 
status. 

(a)  Any  non-profit  private  entity 
which  received  a  grant  imder  section 
1304  of  the  Act  and  which  thereafter 
becomes  a  for-profit  private  entity, 
shall  notify  the  Secretary  of  such 
change  of  status  within  30  days  of  the 
change. 

(B)  Unless  the  Secretary  determines, 
for  good  cause  shown,  that  repayment 
would  not  be  in  the  interests  of  the 
United  States,  any  grantee  which  be¬ 
comes  a  for-profit  private  entity  after 
having  received  as  a  non-profit  private 
entity  a  grant  under  section  1304  of 
the  Act,  shall  repay  to  the  Secretary 
the  total  amoimt  of  grant  funds  re¬ 
ceived  imder  section  1304.  This  sum 
shall  constitute  a  debt  owed  by  the 
grantee  to  the  Federal  Government 
and  shall  be  recovered  from  the  gran¬ 
tee  or  its  successors  or  assignees  by 
setoff  or  other  action  as  provided  by 
law. 
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